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PRE- APPEAL BRIEF REQUEST FOR REVIEW 

Dear Examiner: 

Introduction 

This Request and following remarks are in response to the interpretation of the prior art 
and the misapplication of the law of obviousness in the final Office Action dated July 22, 2010. 
Applicants respectfully submit that such interpretation and application rise to the level of clear 
error, making this case proper for pre-appeal review. The Request is filed contemporaneously 
with form PTO/SB/33, "Pre- Appeal Brief Request for Review" and form PTO/SB/31, "Notice of 
Appeal." Please charge Deposit Account No. 02-1818 for the Notice of Appeal fee set forth 
under 37 C.F.R. §41. 20(b)(1) and any other fees connected to the request. 

Claims 1 to 30 are pending in the application. In the Office Action, Claims 1 to 30 are 
rejected under 35 U.S.C. § 103(a) as being unpatentable over U.S. Patent 6,666,842 to Sakai 
^ Sakai") in view of "Innovative Peritoneal Dialysis: Flow-Thru and Dialysate Regeneration," by 
Martin Roberts et al. ("Roberts"). Applicants respectfully submit that Claims 1 to 30 are not 
obvious in view of the present combination of references cited in the final Office Action. 

Section 103 rejection of Claims 1 to 12 and 24 to 30 
Regarding the rejection of Claims 1 to 12 and 24 to 30, Applicants respectfully submit 
that the combination of Sakai and Roberts fails to disclose or suggest a system for providing 
peritoneal dialysis to a patient, the system comprising a fluid circuit/loop configured to circulate 
dialysate into, through and out of a peritoneal cavity of the patient at an outflow rate from the 
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peritoneal cavity greater than an inflow rate to the peritoneal cavity , and a cycler configured to 
drain dialysate at a discharge rate substantially/approximately equal to a difference between the 
outflow rate and the inflow rate, effective to circulate the dialysate a plurality of times along the 
fluid loop prior to discharge as recited, in part, by independent Claims 1 and 24. 

In support of the obviousness rejection, the final Office Action cited page 377, column 1, 
second paragraph of Roberts, which discusses an alternative flow-through method that involves 
the use of fresh dialysate for inflow, while fluid in the patient's peritoneum is recirculated at a 
high flow rate. No value for the high flow rate is specified in the cited paragraph of Roberts, but 
the first paragraph in column 1 of page 377 discusses recirculation rates of 100 ml/min or 200 
ml/min. Page 377, column 1, second paragraph of Roberts does however indicate that an inflow 
flow rate (feed rate of fresh fluid into the recirculation loop) can be 30 ml/min. Most 
importantly, the passage says, "the outflow of the spent peritoneal dialysate would be adjusted to 
the inflow." Applicants submit that this statement means that the outflow (discharge rate) is set 
to match the inflow (feed rate). As evidence, Applicants direct the Patent Office to page 374, 
column 2, second paragraph (also cited in the Office Action) and Figure 7, reproduced below, of 
Roberts that shows a similar configuration to the peritoneal dialysis system described on page 
377 except that the recirculation loop of Figure 7 has a hemofilter. 



Regarding Figure 7, page 374 of Roberts discloses that the recirculating rate is set at 200 
ml/min. The inflow (feed rate) and outflow (discharge rate) rates are matched or "adjusted" to 
be the same, i.e., to 36 ml/min. It should be appreciated that the spent dialysate outflow of both 
the cited passage at page 377 of Roberts and Figure 7 at page 374 of Roberts are analogous to the 




Figure 7. Flow-thru peritoneal dialysis sntf ultreHtratlon.« Re- 
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discharge fluid path of Claims 1 and 24. Since feed and discharge rates are matched, the amount 
of fluid introduced into the system must equal the amount of fluid discharging the system. 

Roberts therefore teaches a different flow regime than that of independent Claims 1 and 
24, namely, a balance of feed and discharge rates. While Roberts discloses matching feed and 
discharge rates from the fluid circuit, Roberts does not disclose outflow rates greater than inflow 
rates. Roberts therefore fails to disclose a fluid circuit/loop configured to circulate dialysate into, 
through and out of a peritoneal cavity of the patient at an outflow rate from the peritoneal cavity 
greater than an inflow rate to the peritoneal cavity as recited by Claims 1 and 24. 

Moreover, since the feed and discharge rates of Roberts are matched, the inflow rate into 
the patient and the outflow rate from the patient must also be equal. Roberts therefore fails to 
suggest an outflow rate from the peritoneal cavity greater than an inflow rate to the peritoneal 
cavity as recited by Claims 1 and 24. 

Roberts also fails to teach or suggest a cycler that drains dialysate at a discharge rate 
substantially/approximately equal to a difference between the outflow rate and the inflow rate as 
recited, in part, by independent Claims 1 and 24. As discussed above, Roberts simply teaches a 
discharge rate matching a feed rate. Roberts however does not teach an outflow rate greater than 
an inflow rate and a discharge rate equal to the difference between the inflow and outflow rates. 

Roberts, by contrast, relies on synchronized feed/discharge rates and inflow/outflow rates 
to achieve circulation. Since feed and discharge rates are equal, inflow rate must equal outflow 
rate to define a circulation rate. Roberts thus teaches a completely different flow scheme. 
Contrary to what the Examiner asserts, therefore, altering the flow rates in Roberts ' system to 
match those of the claims would not have been obvious to one of ordinary skill in the art. 

Applicants accordingly submit that Claims 1 to 12 and 24 to 30 are patentably 
distinguished over the combination of Sakai and Roberts, and the Examiner's rejection rises to 
the level of clear error. 

Section 103 rejection of Claims 13 to 23 
Regarding Claims 13 to 23, Applicants submit that Sakai and Roberts together fail to 
teach or suggest a fluid loop configured to circulate dialysate into, through and out of a 
peritoneal cavity via only a single loop of the fluid loop, the fluid loop including a first fluid line 
in communication with a dialysate supply, a second fluid line in communication with a discharge 
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fluid path, a third line in communication with an outflow fluid path from the peritoneal cavity, 
and a fourth fluid line in communication with an inflow fluid path to the peritoneal cavity . 

To support the obviousness rejection, the Patent Office relies on Sakai to teach the multi- 
line fluid circuit of independent Claim 13. Applicants submit however that Sakai 's system is 
fundamentally different than that of Claim 13. Claim 13, in essence, recites an outflow fluid 
path, inflow fluid path, a discharge fluid path and a dialysate supply, with a multi-line fluid 
circuit in communication with each of these elements. Applicants' FIG. 4B, for example, 
illustrates a circulation loop 94 made up of inflow and outflow paths 114 and 116. Circulation 
loop 94, and associated paths 114/116, is independent of the multi-line fluid circuit 82 that 
includes the fluid lines communicating with the inflow, outflow, discharge and supply paths. 




100 ml/min * w 

Sakai, on the other hand, simply teaches a fluid loop with a discharge line, a supply line, 
and outflow and inflow fluid paths separated by a two-part filter (see FIG. 1 below). Sakai 
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teaches a fluid loop connected to a patient 1 via inflow and outflow catheters 2/22. The fluid 
loop includes an outflow path from the outflow catheter 2, through heater 6 and pre-filters 7/8, to 
filters 10/11. Inflow path leads from filters 10/11, to warmer 18, to inflow catheter 2. Discharge 
path (through pump 12) and supply path (though pump 13) are coupled to filters 10/11. 



Sakai fails to teach either a third line in communication with an outflow path or a fourth 
line in communication with an inflow path. Since Sakai fails to teach the multi-line fluid circuit 
of Claim 13, Sakai cannot cure the deficiencies of Roberts. 

Applicants accordingly submit that the combination of Sakai and Roberts does not render 
obvious Claims 13 to 23 and that Claims 13 to 23 are patentably distinguished over the 
combination of Sakai and Roberts, and the Examiner's rejection rises to the level of clear error. 




Respectfully submitted, 




Customer No.: 29200 



Dated: October 22, 2010 
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